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source, i.e., from both active and inac-
tive ingredients. If the dosage unit con-
tains less than 1 gram of magnesium,
milligrams should be used. The magne-
sium content shall be rounded-off to
the nearest 5 milligrams (or nearest
tenth of a gram if over 1 gram). The
magnesium content per dosage unit
shall follow the heading ‘‘Other infor-
mation’ as stated in §201.66(c)(7).

(c) The labeling of OTC drug products
intended for oral ingestion shall con-
tain the following statement under the
heading ‘““Warning” (or ‘“Warnings” if
it appears with additional warning
statements) if the amount of magne-
sium present in the labeled maximum
daily dose of the product is more than
600 milligrams: ‘““Ask a doctor before
use if you have [in bold type] [bullet]?
kidney disease [bullet] a magnesium-
restricted diet”. The warnings in
§§201.64(c), 201.70(c), 201.71(c), and
201.72(c) may be combined, if applica-
ble, provided the ingredients are listed
in alphabetical order, e.g., a magne-
sium or potassium-restricted diet.

(d) Any product subject to this para-
graph that is not labeled as required by
this paragraph and that is initially in-
troduced or initially delivered for in-
troduction into interstate commerce
after the following dates is misbranded
under sections 201(n) and 502(a) and (f)
of the Federal Food, Drug, and Cos-
metic Act.

(1) As of the date of approval of the
application for any single entity and
combination products subject to drug
marketing applications approved on or
after April 23, 2004.

(2) September 24. 2005, for all OTC
drug products subject to any OTC drug
monograph, not yet the subject of any
OTC drug monograph, or subject to
drug marketing applications approved
before April 23, 2004.

[69 FR 13734, Mar. 24, 2004]

§201.72 Potassium labeling.

(a) The labeling of over-the-counter
(OTC) drug products intended for oral
ingestion shall contain the potassium
content per dosage unit (e.g., tablet,
teaspoonful) if the potassium content
of a single maximum recommended

1See §201.66(b)(4) of this chapter for defini-
tion of bullet symbol.
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dose of the product (which may be one
or more dosage units) is 5 milligrams
or more. OTC drug products intended
for oral ingestion include gum and loz-
enge dosage forms, but do not include
dentifrices, mouthwashes, or mouth
rinses.

(b) The potassium content shall be
expressed in milligrams or grams per
dosage unit and shall include the total
amount of potassium regardless of the
source, i.e., from both active and inac-
tive ingredients. If the dosage unit con-
tains less than 1 gram of potassium,
milligrams should be used. The potas-
sium content shall be rounded-off to
the nearest 5 milligrams (or nearest
tenth of a gram if over 1 gram). The po-
tassium content per dosage unit shall
follow the heading ‘“Other informa-
tion’ as stated in §201.66(c)(7).

(c) The labeling of OTC drug products
intended for oral ingestion shall con-
tain the following statement under the
heading ‘““Warning” (or ‘“Warnings’ if
it appears with additional warning
statements) if the amount of potassium
present in the labeled maximum daily
dose of the product is more than 975
milligrams: ““Ask a doctor before use if
you have [in bold type] [bullet]! kidney
disease [bullet] a potassium-restricted
diet”. The warnings in 8§201.64(c),
201.70(c), 201.71(c), and 201.72(c) may be
combined, if applicable, provided the
ingredients are listed in alphabetical
order, e.g., a magnesium or potassium-
restricted diet.

(d) Any product subject to this para-
graph that is not labeled as required by
this paragraph and that is initially in-
troduced or initially delivered for in-
troduction into interstate commerce
after the following dates is misbranded
under sections 201(n) and 502(a) and (f)
of the Federal Food, Drug, and Cos-
metic Act.

(1) As of the date of approval of the
application for any single entity and
combination products subject to drug
marketing applications approved on or
after April 23, 2004.

(2) September 24, 2005, for all OTC
drug products subject to any OTC drug
monograph, not yet the subject of any
OTC drug monograph, or subject to

1See §201.66(b)(4) of this chapter for defini-
tion of bullet symbol.
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drug marketing applications approved
before April 23, 2004.

[69 FR 13734, Mar. 24, 2004]

Subpart D—Exemptions From
Adequate Directions for Use

§201.100 Prescription
human use.

A drug subject to the requirements of
section 503(b)(1) of the act shall be ex-
empt from section 502(f)(1) if all the
following conditions are met:

(a) The drug is:

(1)(i) In the possession of a person (or
his agents or employees) regularly and
lawfully engaged in the manufacture,
transportation, storage, or wholesale
distribution of prescription drugs; or

(i) In the possession of a retail, hos-
pital, or clinic pharmacy, or a public
health agency, regularly and lawfully

drugs for

engaged in dispensing prescription
drugs; or
(iii) In the possession of a practi-

tioner licensed by law to administer or
prescribe such drugs; and

(2) It is to be dispensed in accordance
with section 503(b)

(b) The label of the drug bears:

(1) The statement ““Rx only’” and

(2) The recommended or usual dosage
and

(3) The route of administration, if it
is not for oral use; and

(4) The quantity or proportion of
each active ingredient, as well as the
information required by section 502 (d)
and (e); and

(5) If it is for other than oral use, the
names of all inactive ingredients, ex-
cept that:

(i) Flavorings and perfumes may be
designated as such without naming
their components.

(ii) Color additives may be des-
ignated as coloring without naming
specific color components unless the
naming of such components is required
by a color additive regulation pre-
scribed in subchapter A of this chapter.

(iii) Trace amounts of harmless sub-
stances added solely for individual
product identification need not be
named. If it is intended for administra-
tion by parenteral injection, the quan-
tity or proportion of all inactive ingre-
dients, except that ingredients added
to adjust the pH or to make the drug
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isotonic may be declared by name and
a statement of their effect; and if the
vehicle is water for injection it need
not be named.

(6) An identifying lot or control num-
ber from which it is possible to deter-
mine the complete manufacturing his-
tory of the package of the drug.

(7) A statement directed to the phar-
macist specifying the type of container
to be used in dispensing the drug prod-
uct to maintain its identity, strength,
quality, and purity. Where there are
standards and test procedures for de-
termining that the container meets the
requirements for specified types of con-
tainers as defined in an official com-
pendium, such terms may be used. For
example, “Dispense in tight, light-re-
sistant container as defined in the Na-
tional Formulary’. Where standards
and test procedures for determining
the types of containers to be used in
dispensing the drug product are not in-
cluded in an official compendium, the
specific container or types of con-
tainers known to be adequate to main-
tain the identity, strength, quality,
and purity of the drug products shall
be described. For example, ‘“‘Dispense
in containers which (statement of spec-
ifications which clearly enable the dis-
pensing pharmacist to select an ade-
quate container)’’: Provided, however,
That in the case of containers too
small or otherwise unable to accommo-
date a label with sufficient space to
bear all such information, but which
are packaged within an outer container
from which they are removed for dis-
pensing or use, the information re-
quired by paragraph (b) (2), (3), (5), and
(7) of this section may be contained in
other labeling on or within the package
from which it is to be dispensed; the in-
formation referred to in paragraph
(b)(1) of this section may be placed on
such outer container only; and the in-
formation required by paragraph (b)(6)
of this section may be on the crimp of
the dispensing tube. The information
required by this paragraph (b)(7) is not
required for prescription drug products
packaged in unit-dose, unit-of-use, on
other packaging format in which the
manufacturer’s original package is de-
signed and intended to be dispensed to
patients without repackaging.



